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DETAILED ACTION 



Preliminary Amendment 

1 . This office action is responsive to the preliminary amendment filed on 6/9/2005. 
As directed by the amendment: claims 2-19 have been amended, no claims have been 
canceled, and no new claims have been added. Thus, claims 1-19 are presently 
pending in the application. 

Priority 

2. Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which 
papers have been placed of record in the file. 



Drawings 

3. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they include the following reference character not mentioned in the description: 
33 in Fig. 1 . Corrected drawing sheets in compliance with 37 CFR 1.121 (d), or 
amendment to the specification to add the reference character(s) in the description in 
compliance with 37 CFR 1 .121(b) are required in reply to the Office action to avoid 
abandonment of the application. Any amended replacement drawing sheet should 
include all of the figures appearing on the immediate prior version of the sheet, even if 
only one figure is being amended. Each drawing sheet submitted after the filing date of 
an application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
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the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 



Specification 

4. The disclosure is objected to because of the following informalities: Page 6, line 9 
recites "aerosol passage 22" and page 6, line 16 recites "cylindrical sleeve 22". It is 
suggested that the language remain consistent. Page 8, line 14 recites "a surrounding 
bulge 22a" and the abstract, line 5 recites "a front face edge (22a)". It is suggested that 
the language remain consistent. 



Claim Rejections - 35 USC §112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claims 1 -1 9 are rejected under 35 U .S.C. 1 1 2, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

7. Claim 1 recites the limitation "the region" in part c. ii. line 2. There is insufficient 
antecedent basis for this limitation in the claim. Claim 6 recites the limitation "the 
surrounding groove" in line 2. There is insufficient antecedent basis for this limitation in 
the claim. 



Claim Rejections - 35 USC § 103 
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8. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. Claim 1-17 are rejected under 35 U.S.C. 103(a) as being unpatentable over Patel 
etal. (6,851,626 B2) in view of Denyer et al. (6,584,971 B1). 

As to claim 1, in fig. 8 Patel discloses an inhalation therapy device comprising an 
aerosol membrane generator 2 having a liquid storage container 14 into which a liquid 
(Fig. 9) that can be used for therapy is tillable (Fig. 9), having a membrane 88 which is 
connected on one side with the liquid storage container such that a liquid disposed in 
the liquid storage container contacts one side of the membrane, and having an 
oscillation generator 8 for generating oscillations by means of which a liquid disposed in 
the liquid storage container is nebulised (Col. 2, II. 45-50, Col. 4, II. 66-67-Col. 5, II. 1-9) 
into an aerosol through openings (90, Fig. 7) in the membrane (88, Col. 5, II. 3-9) to the 
other side of the membrane, a mixing chamber 63 into which the aerosol membrane 
generator generates the aerosol, having an aerosol passage (see Fig. 8 below), via 
which the aerosol generated by the membrane generator arrives in the mixing chamber 
(Col. 4, II. 62-65), the aerosol passage being disposed with one section on a surface of 
the aerosol membrane generator so as to surround the membrane along at least one 
sealing line (Col. 5, II. 28-29) and extending in an opening manner into the mixing 
chamber, having at least one breathing air through opening 10 disposed in the region 
around the aerosol passage (Fig. 1). Patel discloses an aerosol passage and a 
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breathing air through opening, but is silent regarding an inhalation valve disposed in the 
region around the aerosol passage that opens the breathing air through opening during 
inhalation and closes the breathing air through opening during exhalation. However, 
Denyer teaches an inhalation valve (Fig. 2, 94 Fig. 1 1) disposed in the region around 
the aerosol passage (Fig. 2) that opens a breathing air through opening (Fig. 2) during 
inhalation and closes the breathing air through opening during exhalation (Col. 10, II. 
61-63). Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to substitute Patel's region around the aerosol passage 
with an inhalation valve and breathing air through opening disposed in the region 
around the aerosol passage that opens a breathing air through opening during 
inhalation and closes a breathing air through opening during exhalation, as taught by 
Denyer, for the purpose of entraining air only during inhalation to protect the nebulizer 
from contaminants. The modified Patel's region around the aerosol passage has a wall 
section of the mixing chamber (Denyer, Fig. 2, Patel, Fig. 6) 
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aerosol 94 




Regarding claim 2, the modified Patel's region around the aerosol passage 
discloses a plurality of breathing air through openings (Denyer, Fig. 2). 

Regarding claim 3, the modified Patel's region around the aerosol passage 
includes an inhalation valve, but is silent regarding a surrounding groove. However, 
Denyer teaches a surrounding groove for the exhalation valve in Fig. 2. It would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
modify the modified Patel's inhalation valve with the structure of the exhalation valve in 
Fig. 2 as well as the surrounding groove structure, for the purpose of providing a better 
fit for the valve. 
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Regarding claim 4, the modified Patel's valve element has a bulge (Fig. 2 where 
the valve hinges) for retention in the surrounding groove. 

Regarding claim 5, the modified Patel's nebulizer discloses that the aerosol 
passage is pipe-shaped (see Fig. 8 above) and the valve element is annular (Denyer, 
Fig. 2, Patel Fig. 1) and the valve element accommodates the pipe-shaped aerosol 
passage in the annular opening (Denyer, Fig. 2, Patel Fig. 1). 

Regarding claim 6, the modified Patel's nebulizer discloses a surrounding groove 
(see rejection of claim 3 above) that is provided to accommodate a valve element 
(Denyer, Fig. 2) in the outer surface of the pipe-shaped aerosol passage (Denyer, Fig. 
2, Patel Fig. 1). 

Regarding claim 7, the modified Patel's nebulizer discloses a pipe-shaped 
aerosol passage that is formed by a cylindrical sleeve (walls of aerosol passage in Fig. 
8 above), provided on the outer surface of which is a region (Denyer, 3 Fig. 2, Patel Fig. 
1) accommodating the breathing air through openings (Denyer, Fig. 2, Patel Fig. 1), 
which extends essentially perpendicular to the longitudinal axis of the sleeve (Denyer, 
Fig. 2, Patel Fig. 1). 

Regarding claim 8, the modified Patel's nebulizer discloses that the cylindrical 
sleeve is disposed concentrically to the membrane (see Fig. 8 above). 

Regarding claim 9, the modified Patel's nebulizer discloses that the valve 
element is configured as a circular ring (Denyer, Fig. 2, Patel Fig. 1) and accommodates 
the cylindrical sleeve in the annular opening (Denyer, Fig. 2, Patel Fig. 1). 
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Regarding claim 10, the modified Patel's nebulizer discloses that the aerosol 
passage comprises a bulge (Patel, 84, Fig. 8) in the area facing the membrane. 

Regarding claim 1 1 , the modified Patel's nebulizer discloses that the one or more 
breathing air through openings extend essentially parallel (Denyer, Fig. 2, Patel Fig. 1, 
Fig. 8 above) to the aerosol passage. 

Regarding claim 12, the modified Patel's nebulizer discloses that the breathing 
air through openings extend in a spiral manner (Denyer, Fig. 2, Patel Fig. 1 , Fig. 8 
above) in relation to the aerosol passage. 

Regarding claim 13, the modified Patel's nebulizer discloses that the one or more 
breathing air through openings are configured as circular ring sections (Denyer, Fig. 2, 
Patel Fig. 1, Fig. 8 above). 

Regarding claim 14, the modified Patel's nebulizer discloses that the inhalation 
valve comprises an edge section (Denyer, 2, Fig. 2) which is configured for retaining the 
inhalation valve (Denyer, Fig. 2), in particular for clamping between a wall of the aerosol 
generator (Patel 4, Fig. 2) and a wall of the mixing chamber (Patel 1, Fig. 2). 

Regarding claim 16, the modified Patel's nebulizer discloses that the breathing 
air through openings are designed to extend in a sloping manner (Denyer, Fig. 2) such 
that the breathing air is guided away from the fixing point of the valve element (Denyer, 
Fig. 2). 

Regarding claim 17, the modified Patel's nebulizer discloses that the region 
(Denyer, Fig. 2, Patel Fig. 1 , Fig. 8 above) of the one or more breathing air through 
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openings is disposed essentially on a plane with the membrane (Denyer, Fig. 2, Patel 
Fig. 1, Fig. 8 above). 

10. Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over Patel et 
al. in view of Denyer et al. in further view of Voges (6,443,146 B1). 

Regarding claim 15, the modified Patel's nebulizer discloses that the breathing 
air through openings are provided as well as an aerosol passage, but is silent regarding 
that the breathing air through openings are provided on all sides around the aerosol 
passage. However, Voges teaches breathing air through openings (7, Fig. 1) 
surrounding an aerosol passage. Therefore, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to modify the modified Patel's 
breathing air through openings to include breathing air through openings on all sides 
around the aerosol passage, as taught by Voges, for the purpose of providing more 
entrained air so the aerosol can better reach the user's lungs. 

1 1 . Claims 18 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Patel et al. in view of Denyer et al. in further view of Abair et al. (4,1 13,809). 

As to claims 18 and 19, the modified Patel's nebulizer discloses a valve element 
and an inhalation valve, but is silent regarding that they are produced from a resilient 
material. However, Abair teaches a valve element that is produced from a resilient 
material (41 , Fig. 2, Col. 4, II. 20). Therefore, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to modify the modified Patel's 
valve element and inhalation valve with a resilient valve element and inhalation valve as 
taught by Abair, for the purpose of providing ease to the user during inhalation. 
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Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Wunderlich et al. (6,1 76,237 B1 ) to an inhalation therapy unit 
with a one way valve opening during inhalation, Cheiman (5,908,158) to an untrasonic 
nebulizer with a contact medium and air inlets surrounding the passageway, Stimpson 
et al. (5,551,416) to an ultrasonic nebuliser with an air inlet. Any inquiry concerning this 
communication or earlier communications from the examiner should be directed to 
RACHEL T. YOUNG whose telephone number is (571 )270-1481 . The examiner can 
normally be reached on mon-thurs 7 am - 5:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on 571-272-4835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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